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Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet{s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

Receipt of response, declaration and terminal disclaimer all dated 12-27-05 is 
acknowledged. 

Claims 1-4, 6-16,18-25 and 28-36 are pending in the instant application. 

Response to Arguments 
Applicants' arguments presented 12-27-05 regarding the following prior art 
rejection of record have been persuasive and hence the rejection has been withdrawn: 

1 . Claims 1-4, 6-16, 18-25 and 28-37 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over WO 97/03675 (Daung) in view of WO 96/38131 (Butler) and US 
4,721,709 to Seth et al (Seth). 

In response to the tenminal disclaimer filed on 12-27-05, the following rejection 
has been withdrawn: 

2. Claims 1-4, 6-1 6, 18-25 and 28-37 are provisionally rejected under the judicially 
created doctrine of obviousness-type double patenting as being unpatentable over 
claims 1 -1 1 of U. S. Patent No. 6,821 .975. 

The following is a new rejection : 
1 . Claims 1 -4, 6-1 6, 1 8-25 and 28-37 are directed to an invention not patentably 
distinct from claims 1-1 1 of commonly assigned US 6,821 ,975. Specifically, instant 
claimed composition containing a free dmg, beta-cart^oline together with exclpients and 
the method of treating sexual dysfunction using the composition comprising particulate 
form of the drug, is also claimed in the above patent applications. The patented claims 
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of '975 recite compositions comprising the same free drug of instant compound, 
including particle sizes and broadly recite cam'ers or excipients, as in instant claims. 
While the patent fails to list the specific diluents and other excipients of the instant 
claims, choosing appropriate solvents, diluents, and other art recognized 
phamiaceutical excipients with an expectation to prepare a desired dosage fornn would 
have been obvious for one of an ordinary skill in the art. 

The U.S. Patent and Trademark Office nomrially will not institute an Interference 
between applications or a patent and an application of common ownership (see MPEP 
Chapter 2300). Commonly assigned US 6,943,166, discussed above, would fonii the 
basis for a rejection of the noted claims under 35 U.S.C. 103(a) if the commonly 
assigned case qualifies as prior art under 35 U.S.C. 102(e), (f) or (g) and the conflicting 
inventions were not commonly owned at the time the invention in this application was 
made. In order for the examiner to resolve this issue, the assignee can, under 35 
U.S.C. 103(c) and 37 CFR 1 .78(c), either show that the conflicting inventions were 
commonly owned at the time the invention in this application was made, or name the 
prior inventor of the conflicting subject matter. 

A showing that the inventions were commonly owned at the time the invention in 
this application was made will preclude a rejection under 35 U.S.C. 103(a) based upon 
the commonly assigned case as a reference under 35 U.S.C. 102(f) or (g), or 35 U.S.C. 
102(e) for applications pending on or after December 10, 2004. 
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2. Claims 1-4, 6-16, 18-25 and 28-37 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-12 of U.S. 
Patent No. 6,943,166 ('166) in view of US 6,821,975 ('975). 

'166 claims a method of treating sexual dysfunction in a patient by administering 
a unit dose of a composition containing a compound, which is the same as the beta- 
carboline claimed in the instant invention. '166 claims unit dose in the form of a tablet, 
capsule, gel cap etc. '166 does not claim a phamiaceutical composition, free drug 
comprising particles, and the excipients of the instant claims. 

'975 claim a composition and method similar to that of the instant claims. In 
particular, the compound claimed in '975 is the same as that of the free drug comprising 
particles, claimed in the instant invention. '975 broadly teach excipients such as 
diluents, carrier and diluents. Thus, the method claimed by '166 is the same as that of 
instant claims. All three sets of the claims employ the same compound as the active 
agent. Accordingly, it would have been obvious for one of an ordinary skill in the art at 
the time of the instant invention to use the compound of '166 to prepare a 
pharmaceutical composition in the fomi of tablets or capsules (such as those claimed in 
the instant), wherein the composition employs the active compound as it is or as a free 
drug comprising particles of the claimed sizes. While the instant claims recite specific 
excipients, '975 broadly suggests employing excipients and accordingly employing 
suitable excipients, diluents or earners so as to prepare tablets or capsule that are 
effective in treating sexual dysfunction would have been within the scope of a skilled 
artisan. However, choosing appropriate solvents, diluents, and other art recognized 
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pharmaceutical excipients with an expectation to prepare a desired dosage fomn would 
have been obvious for one of an ordinary sidll in the art. 

3. Claims 1-4, 6-16, 18-25 and 28-37 are directed to an invention not patentably 
distinct from claims 1-12 of commonly assigned US 6,943,166 in view of US 6,821 ,975. 
Specifically, instant claims composition containing a free drug, beta-carboline, together 
with excipients and the method of treating sexual dysfunction using the claimed 
composition comprising particulate form of the drug. US patent '166 claims a method of 
treating the same condition as that of the instant, employing the same compound. The 
patented claims of '975 recite free form drug, particle sizes and broadly recite carriers or 
excipients, similar to the instant claims. While the patent fails to list the specific diluents 
and other excipients of the instant claims, choosing an appropriate solvents, diluents, 
and other art recognized phannaceutical excipients with an expectation to prepare a 
desired dosage form would have been obvious for one of an ordinary skill in the art. 

The U.S. Patent and Trademark Office normally will not institute interference 
between applications or a patent and an application of common ownership (see MPEP 
Chapter 2300). Commonly assigned US 6,821 ,975, discussed above, would form the 
basis for a rejection of the noted claims under 35 U.S.C. 103(a) If the commonly 
assigned case qualifies as prior art under 35 U.S.C. 102(e), (f) or (g) and the conflicting 
inventions were not commonly owned at the time the invention in this application was 
made. In order for the examiner to resolve this issue, the assignee can, under 35 
U.S.C. 103(c) and 37 CFR 1 .78(c), either show that the conflicting inventions were 
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commonly owned at the time the Invention In this application was made, or name the 
prior inventor of the conflicting subject matter. 

A showing that the Inventions were commonly owned at the time the invention in 
this application was made will preclude a rejection under 35 U.S.C. 103(a) based upon 
the commonly assigned case as a reference under 35 U.S.C. 102(f) or (g), or 35 U.S.C. 
102(e) for applications pending on or after December 10, 2004. 

Claim Rejections ■ 35 USC § 103 

Claims 1-4. 6-16, 18-25 and 28-37 are rejected under 35 U.S.C. 103(a) as being 
obvious over Us 6,943,166. 

The applied reference has a common assignee with the instant application. 
Based upon the earlier effective U.S. filing date of the reference. It constitutes prior art 
only under 35 U.S.C. 102(e). This rejection under 35 U.S.C. 103(a) might be overcome 
by: (1 ) a showing under 37 CFR 1 .132 that any invention disclosed but not claimed in 
the reference was derived from the Inventor of this application and is thus not an 
Invention "by another"; (2) a showing of a date of invention for the claimed subject 
matter of the application which corresponds to subject matter disclosed but not claimed 
in the reference, prior to the effective U.S. filing date of the reference under 37 CFR 
1 .1 31 ; or (3) an oath or declaration under 37 CFR 1 .1 30 stating that the application and 
reference are currently owned by the same party and that the inventor named In the 
application is the prior inventor under 35 U.S.C. 104, together with a terminal disclaimer 



Application/Control Number: 1 0/031 ,464 Page 7 

Art Unit: 1615 

In accordance with 37 CFR 1.321(c). This rejection might also be overcome by showing 
that the reference is disqualified under 35 U.S.C. 103(c) as prior art in a rejection under 
35 U.S.C. 103(a). See MPEP § 706.02(l)(1) and § 706.02(l)(2). 

'166 teach pharmaceutical compositions comprising beta-carboline compound 
having the same formula as that of the Instant claims and for treating the same method 
i.e., erectile dysfunction. '166 teach 1-20 mg of active compound (also claimed in the 
Instant) in an oral dosage form such as tablets or capsules (col. 3, lines 1-5 and 55-59), 
wherein the drug is present as a "free dmg" i.e., solid particles of drug not intimately 
embedded in a polymeric co-precipltate (col. 4, lines 1-3, lines 61-64). '166 further 
teaches excipients and methods of preparing the dosage forms such as those claimed 
as well as described in the instant application (examples In col. 10-1 1 ). Accordingly, It 
would have been obvious for one of an ordinary skill in the art at the time of the instant 
Invention to prepare a composition comprising the claimed compound as a free drug, 
having particle size of 90% particles being less than 40 microns, and preparing tablets 
or capsule with the excipients because '166 teaches that the dosage forms with a free 
drug is preferred and '166 also teaches a method of treating the same conditions as 
claimed. Accordingly, a skilled artisan would have been able to provide an effective 
treatment for sexual dysfunction with a composition containing free drug particles. 
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Any inquiry concerning this communication or earlier communications from tlie 
examiner should be directed to Lakshmi S. Channavajjala whose telephone number is 
571-272-0591. The examiner can nonnally be reached on 9.00 AlVI -6.30 PM 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K. Page can be reached on 571-272-0602. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Infonnation regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infonnation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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